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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^l Responsive to communication(s) filed on 11 September 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1J3 is/are pending in the application. 

4a) Of the above claim(s) 2-4,6 and 7 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) ^ Claim(s) 1,5 and 8 is/are rejected. 

7) \Z\ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)\Z\ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)Q All b)Q Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Claims 1-8 are pending in the instant application. 

Election/Restrictions 

2. Applicant's election without traverse of Group I, and species below, in the reply filed on 
September 11, 2008 is acknowledged. 

Sti is CH$; Its is CM; R 4 is foyttogea; X Is mygm; X| is 

(Compound 10, pg. 31) 

3. MPEP § 803.02 provides the following guideline: 

" Markiisls-type claim will be examined felly with 
respect to the elected species and further to the extent 
necessary to determine patentability. If the Markush- 
type claim is not allowable *"*„ the provisional elec- 
tion will be given effect and examination will be lim- 
ited to the Markush-type claim and claims to the 
elected species, with claims drawn to species patent- 
ably distinct from the elected species held withdraws 
from further consideration. 

If os ssasamatisHi the elected spe- 
cies is finmd to be anticipated or rendered obvioas by 
prior art, the Msrkush-iype clsirci 3E& cksrssr; :>> the 
elected species shall be rejected, and dasms to she 
neradscted species \¥o-uld fee held wriMrswn frsiE 
fes&wr coEssderadoa. " 

The elected compound appeared to be allowable. However, the Markush claims encompassing 
the elected compound were rejected under 35 USC 1 12 1 st and 2 nd paragraphs. Pursuant 
guidelines provided by MPEP 803.02, the provisional election was given effect. Non-elected 
species are currently withdrawn from further consideration. 
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Priority 

4. Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) or 
under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not complied with one or 
more conditions for receiving the benefit of an earlier filing date under 35 U.S.C. 1 19e as 
follows. 

If applicant desires to claim the benefit of a prior-filed application under 35 U.S.C. 1 19e, 
a specific reference to the prior-filed application in compliance with 37 CFR 1.78(a) must be 
included in the first sentence(s) of the specification following the title or in an application data 
sheet. For benefit claims under 35 U.S.C. 120, 121 or 365(c), the reference must include the 
relationship (i.e., continuation, divisional, or continuation-in-part) of the applications. 

If the instant application is a utility or plant application filed under 35 U.S.C. 1 1 1(a) on 
or after November 29, 2000, the specific reference must be submitted during the pendency of the 
application and within the later of four months from the actual filing date of the application or 
sixteen months from the filing date of the prior application. If the application is a utility or plant 
application which entered the national stage from an international application filed on or after 
November 29, 2000, after compliance with 35 U.S.C. 371, the specific reference must be 
submitted during the pendency of the application and within the later of four months from the 
date on which the national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months 
from the filing date of the prior application. See 37 CFR 1.78(a)(2)(ii) and (a)(5)(ii). This time 
period is not extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of such prior 
application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A benefit claim filed after the 
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required time period may be accepted if it is accompanied by a grantable petition to accept an 
unintentionally delayed benefit claim under 35 U.S.C. 1 19(e), 120, 121 and 365(c). The petition 
must be accompanied by (1) the reference required by 35 U.S.C. 120 or 1 19(e) and 37 CFR 
1.78(a)(2) or (a)(5) to the prior application (unless previously submitted), (2) a surcharge under 
37 CFR 1 .17(t), and (3) a statement that the entire delay between the date the claim was due 
under 37 CFR 1.78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The 
Director may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner for 
Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time period 
set forth in 37 CFR 1.78(a), but not in the first sentence(s) of the specification or an application 
data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference was submitted in an oath 
or declaration or the application transmittal letter), and the information concerning the benefit 
claim was recognized by the Office as shown by its inclusion on the first filing receipt, the 
petition under 37 CFR 1 .78(a) and the surcharge under 37 CFR 1 . 1 7(t) are not required. 
Applicant is still required to submit the reference in compliance with 37 CFR 1.78(a) by filing an 
amendment to the first sentence(s) of the specification or an ADS. See MPEP § 201 . 1 1 . 

Information Disclosure Statement 

5. The information disclosure statement (IDS) submitted on May 7, 2007 was in compliance 
with the provisions of 37 CFR 1 .97 and 37 CFR 1 .98. The IDS was considered. A signed copy 
of form 1449 is enclosed herewith. The lined-through references were not considered because 
copies were not provided. 
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Claim Objections 

6. Claims 1, 5 and 8 objected to for containing non-elected subject matter. The non-elected 
subject matter consists of compounds of Formula I that are not the elected species. Applicant 
will be entitled to rejoinder of non-elected species upon allowability of the generic claims. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

7. Claims 1, 5 and 8 rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for making/using "pharmaceutically acceptable salt, 
enantiomer, diastereomer, or N-oxide" of a compound of Formula I, does not reasonably provide 
enablement for making/using "solvate." The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to practice the invention 
commensurate in scope with these claims. 

The standard for determining whether the specification meets the enablement requirement 
was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 270 (1916) 
which postured the question: is the experimentation needed to practice the invention undue or 
unreasonable? That standard is still the one to be applied. In re Wands, 858 F.2d 731, 737, 
8USPQ2s 1400, 1404 (Fed. Cir. 1988). MPEP 2164.01(a) states "There are many factors to be 
considered when determining whether there is sufficient evidence to support a determination that 
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a disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is undue". The factors are applied below to the instant claims. 

The breadth of the claims 

Solvate of a compound of Formula I, which encompasses polymorphic forms. 

The nature of the invention & the state of the prior art/level of ordinary skill/level of 
predictability 

The state of the art for preparing polymorphic forms of any given compound is 
unpredictable (eg. see Chawla et al., p. 9, 1st and 2nd paragraphs): 

• The number or existence of solid forms cannot be predicted. 

• The more diligently any system is studied the larger the number of polymorphs 

discovered 

• It is not commonly known in the art, or predictable, how different solid forms are 
made (Newman et al., p. 898, 2 nd column, last paragraph). 



The following is noted (MPEP 2164.03): 
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The amoust of gaidaaee or direction aeeded to 
enable the invention is inversely related to the amount 
of knowledge in the state of the art as wel as the pre- 
dictability is die art. In m Fisher, 427 F.2d 833, 839, 
166 USPQ 18, 24 (CO*A 1970). The "amount of 
guidance or direction' refers to that information is the 
spphcation, as originally filed, that teaches exactly 
how to make or use the invention. The more that is 
knows m. the poor art abest the safes e of die inven- 
tion, how to make, and hew to use the invention, said 
the more predictable the art is, the less, information 
seeds to be explicitly stated in the specification, hi 
coatoast, if little k known in the prior ait about the 
nature of the invention and the art i% unpredictable, 
the specification would need more detail as to how to 
make and use the invention in order to be enahlmg. 
See. e.g.. Chiron Corp. v. Gmmteck Inc., 363 F.3d 
1247, 1254, ?0IISPQ2d 1321, 1326 (Fed. Cir. 2004) 
("Nascent technology, however, must be enabled with 
a 'specific and ireful teaching." The law requires an 
enabling disclosure for nascent technology became a 
person of ordinary skill in the art has little or so 
knowledge independent from the patentee^ instruc- 
tion. Thus, the public's end of the bargain struck by 
the patent system is a Sill, enabling disclosure of the 
claimed technology.'" (dtahons onntted)).< 
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The scope of the requires! enablement vanes 
inversely with the dearee of oredicfebihtv involved, 
but even in tjapredic^k arts, 3 discbsna; of every 
operable species- is not reqstred. A sirsgle enjbodiment 
may provide broad enablement in cases involving pre- 
dictable factors, such as mechanical or electrical ele- 
ments, Jji re Fickers, 141 F.2d 522, 526-27, 6! USPQ 
122. 127 (CCPA 1944); In w CmL 439 F.2d 730,. 
734, 169 USPQ 298, 301 (CCPA 1971). However, m 
applications directed to mverittoss m arts where She 
results are tmpredictsbie, the disclosure of s single 
species usually does not provide an adecpate basis to 
support generic, claims. In m Sail, 97 F.2d 623, 624, 
38 USPQ 189, 191. (CCPA 1938). M cases mvolvmg 
unpredictable factors., sseh as most -chemical reactions 
and physiological activity, more assy fee required. In 
re Fisher, 427 F.2d 833, 839, m USPQ IS. 24 
(CCPA 1970) (contrasting mechanical and electrical 
elements with chemical reactions and physiological 
activity). See also In m Wright 999 F2d 1557, 1562, 
27 USPQ2d 1510, 1513 (Fed. Ck 1993); In m meet. 
947 F.2d 488, 496., 20 US-PQld 1438, 1445 (Fed. Ck 
1991). This: is because it is not obvious fern fee dis- 
clssnre of one species, what other species will work. 

The amount of direction provided by the inventor /existence of working examples 
In the instant case, there are no working examples that support of the claimed invention. 
The state of the art for preparing polymorphs/solvates/hydrates of the instantly claimed 
elected species appears to be nascent. Furthermore, evidence suggests a high degree of 
unpredictability in this field of endeavor. 

The quantity of experimentation needed to make or use the invention 
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MPEP 2164.01(a) states: 

There are many fectoss to be considered when 
determining whether there is sufficient evidence to 
support a determination that a disclosure does not sat- 
isfy the enablement requirement and whether sny nec- 
essary experimentation is 1 'undue." These factors 
include, but are not limited to: 

(A) The breadth of the claims: 

(B) The nature of the invention; 

(C) The state of the prior art; 

(D) The level of one of ordinary skill; 

(E) The level of predictability in the ait: 

(F) The sniorart of direction provided by the 
inventor; 

(G) 'The existence of working examples; and 

(H) The quantity of experimentation needed to 
make or use the invention based on. the content of the 
disclosure. 

Based on the evidence regarding each of the above factors (see discussion above), the 
specification, at the time the application was filed, would not have taught one of ordinary 
skill in the art how to practice the claimed invention without undue experimentation. 

The instant claims prima facie lack enablement across the full scope claimed. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

8. Claims 1, 5 and 8 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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The claim refers to "their pharmaceutically acceptable salts, ... or N-oxides". It is 
unclear whether the invention is drawn to a mixture of the separate components (eg. compounds 
and salts etc), or whether the components are alternatives within one claim (eg. one compound or 
one salt). The following correction is suggested to overcome this ground of rejection: replace 
quoted term with "a pharmaceutically acceptable salt, etc." 

Conclusion 

9. No claims allowed. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sun Jae Y. Loewe whose telephone number is (571) 272-9074. 
The examiner can normally be reached on M-F 7:30-5:00 Est. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sun Jae Y. Loewe/ 

11-13-2008 

/Kamal A Saeed/ 

Primary Examiner, Art Unit 1626 



